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Remarks/Arguments 

Throughout the claims please change the word "spreader" to "distractor" to make the 
claims consistent with antecedents in the specifications. 

Because of the interpretation of 35 U.S.C. by some examiners^to exclude claming parts of 
the human body, the words such as vertebra and human spine are replaced with bone 
segment and bone column respectively. 

Claim rejections 

The examiner rejects claims 15, 16, 18, 19, 21, 24, 25, 26, 27, and 33 as failing to 
provide proper antecedents in the specifications. In response claims 16, 18, 19-25, 27, 
and 33 are canceled. 

Claims 15 and 26 have been amended. Claim 26 has been amended to include "a 
clearance notch" 35, shown in FIGS 3c, 3d, and 6, machined into the flange to clear the 
front vertebral protrusion" (page 7, line 3). Claim 15 has been modified to claim only the 
screws as described on page 2 paragraph 32, lines 4 -7 "The attachment screws 36 are 
placed through the flange tab holes 37 and threaded into the adjacent vertebra 25 and 26 

to maintain the vertebra's relative position " The Examiner has correctly 

recognized that the present flange design does not provide for adjusting the intervertebral 
heights. In response claims 21 and 33 have been canceled. 



Claims Rejections - 35 USC §101 

Claims 1-13 are rejected because they embrace both device and method. In response 
claims 2, 4, and 7-13 are canceled. Claims 1 and 3 have been amended to embrace the 
method only. Claims 5 and 6 are re-presented as claims 35 and 36, as device dependent 
claims. 
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Claims Rejections - 35 USC § 112 

Claims 21, 25, and 33 are rejected as containing subject matter which was not described 
in the specifications in such a way as to enable one skilled in the art to make or use. In 
response the claims are canceled. 



Claims 1-13, 15 , 16, 18, 19, 24 - 34 are rejected for being indefinite. In response 
claims 2, 4, 7 - 13, 16, 18, 19, 24, 25, 27 - 34 have been canceled. Claims 5 amended 
and 6 amended are re-presented as claims 35 and 36. Claims 1,3, and 15 have been 
amended to be more specific. 

Claims 15, 16, 18, 19 and 24 - 27 are replete with errors. In response claims 18, 
19, and 24-27 are canceled, claims 15 and 16 are amended. 

Claim Rejections 35 USC §103 

The examiner rejects claims 14-34 under 35 U.S.C. 103(a) as being unpatentable 
over Urbahns (6, 1 59,2 1 5) in view of Graham (5,426,458). 

Urbans cites (column 3 lines 47 to 57) the insertion instruments 10 are provided 
in accordance with Urbhans to permit a surgeon to place spacers (vertical cages) 12 into 
an anterior portion of the spine. Instruments 10 include a spanner 34 (spreader) , a trial 
36 (thickness gage), a spacer-insertion apparatus 38, (which grabs, inserts, and relaces the 
spacer) and a facilitator 40 (tongs that allows the trial to slide into the disc space to gage 
the opening height). 

In the present invention the flange and tube accurately guide a drill or an end 
cutting reamer or , as shown in figures 8 and 10 and a tap as shown in figure 9. These 
machining tools cut through the cartilage to "bleeding bone", which is necessary for 
successful fusion. Urbahns (6,1 59,21 5) does not provide for accurately machining away 
the cartilage from the vertebral end plates. Clearly the spacer insertion apparatus of 
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Urbahns would not lead one skilled in the art, to the flange and tube design of the present 
invention. 

As recognized by the Examiner, Urbans's spanner is similar to the paddle type 
distractor of the present invention Urbans discloses the spanner 34 with end 46 may be 
placed within the disc space to jack open disc space 28, as shown in FIG. 4, so that 
surgeon can clean out remaining disc 20 within disc space 28 between vertebral bodies 
22. However a pair of the paddle type distractors of the present invention, working in 
conjunction with the slots 32 in the flange 33 forms a ridged attachment allowing the 
surgeon to attach a guide tube to accurately machine the vertebrae. 

The spanner 34 end 46 in its raised position, of figure 3 of Urbahns, would be 
unstable and if tipped would cause trapezoidal movement of the two vertebrae. The two 
distractors of the present invention, locked in the flange slots 32 shown in figure 2 is very 
stable. Also the single centered spanner of Urbahns would interfere with positioning the 
spacers 16 and 26. 

As shown in Urbahns FIG. 1, spacers 12 include inter- vertebral spacer 16 and 
vertebral-body spacer 26 constructed of titanium mesh with an inner cavity 25 sized to 
house bone such that spacers 16 and 26 fuse to spine. Instruments 10 are suitable for use 
with spacers constructed in a variety of sizes and from a variety of metals, composites, 
tissue, or bone, or any other type of spacer designed to be placed into spine 14 as a spinal 
spacer. 

Clearly Urbans titanium spacers positioned axially to the spine and held in place 
with friction would not lead one skilled in the art to the radial position of the implants 
held in place with the screw threads of the present invention. 

The Examiner rejects claims 14-34 under 35 U.S.C. 103(a) as being unpatentable 
over Urbahns (6,159,215) in view of Graham (5,426,458). As best seen in FIG. 8, 
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Graham (5,426,458), the router guide 70 is temporarily attached to the two adjacent 
vertebrae with a plurality of minispikes 1 12 that project from a first surface 1 14 of the 
router guide 70. 

The router guide (col, 9 lines 25 - 48) 70 has an upper stop 122, a lower stop 124 
and a plurality of spacer screws. Each spacer screw 126 is adapted to threadably engage 
one of a plurality of slidably lock nuts 128 located in channels 130, 130a in the router 
guide 70. The spacer screws are positioned to maintain the vertical spacing between the 
adjacent vertebrae after the damaged human disk has been removed, but before the 
artificial disk 10 has been implanted in the cavity 69 in the two adjacent vertebrae. 

Nothing within Graham, which is designed to cut vertical grooves in the vertebra, 
would lead one of ordinary skill to modify this side cutting router bit, cutting along the 
axis of the spine, into a device of the present invention using an end cutting drilling 
fixture cutting horizontal arcs in the ends of two vertebra perpendicular to the spinal axis. 
This is a completely different type of engagement. "A mere change in shape is a matter 
of obvious design choice absent any persuasive evidence that the particular shape or 
configuration is significant". However the modifications needed to Graham to be 
combined with Urbahn would require a complete change in the invention, to alter a 
dynamic adjustable side cutting device, such as the router holder of Graham, into a static 
non-adjustable device such as the flange of the present invention. The alterations would 
be so extensive as to render it unusable to perform as intended by the inventors. 

Neither Urbans nor Graham discloses a flange, which is aligned with a distractor, 
assuring that the tube, which is threaded into the flange, is aligned with the vertebra ends 
to form an accurate guide for preparing the vertebra for an implant. Nor do they disclose 
a device that assures cutting equal amounts of material from the upper and lower 
vertebra ends. Neither Urbans nor Graham cites, claims, or anticipates a means of 
removing cartilage. Further, nothing within Urbans relates to the aspects of the present 
invention as defined in these dependent claims. For example in claim 36, as amended 
"...the distractor has sharp knife edges or ends to facilitate passage of a portion of the 
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device between the bone segments. The knife-edge has antecedents described in the 
specifications on page 6, lines 9 and 10. 

In response to this rejection, the invention as now claimed clearly distinguishes 
from the prior art of Urbans, either alone or in combination with other cited art. 
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MARKED UP VERSION OF THE AMENDED CLAIMS 
This marked up listing, as required by 37 CFR 1.121(b)(l)(ii), will replace all prior 
versions, and listings, of claims in the application, Because of the extensive amendments 
in the claims, a clean version of the amended claims is enclosed on page 2 and 3. 

We claim: 

1 (currently amended) A d e vic e and a method for distracting and e xposing v e rt e bra e bone 
segments in a human spin e bone column in preparation for; machining, tooling , joining, 
stabilizing or repositioning ef one or more v e rt e bra e of the bone segments with respect to 
anoth e r v e rt e bra , disc spac e , implant, or oth e r bon e /disc r e placem e nt mat e rial the bone 
column, to facilitate implantation of a threaded bone dowel comprising: 

(a) inserting a portion of one or more cam action spr e ad e r s distractors, between the 
two adjacent bone segments and rotating the distractors s e rving to distract and/or 
align the e ndplat e s bone segments , 

(b) engaging slots of a flange with the cam action distractors. and sliding the flange 
to contact the bone segments which attach e s te-the v e rt e bra e or is h e ld by th e said 
spr e ad e rs which may be guid e d and/or s upport e d by th e cam action spr e ad e rs, 

(c) temporarily maintaining the distraction by attaching attachm e nt(s) which conn e ct 
te the flange to guid e tooling and/or implant plac e m e nt of th e v e rt e bra e , to the two 
spread adjacent bone segments bv clamping the flange to the distractor with flange set 
screw clamps, 

(d) attaching the flange to the distracted bone segments with screws, 

(e) threading a guide tube into a threaded hole in the center of the flange. 

(f) reaming and threading an arc on the upper and the lower distracted bone segments, 

(g) implanting the threaded bone dowel by threading the bone dowel into the threaded 
two distracted bone segments. 

(h) removing the flange and the distractors. 

Claim 2 (canceled) 
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3 (currently amended) The method of claim 1, wherein said the cam action spr e ad e rs 
distractors may b e are left in position while the machining of the bone segments and 
implantation of the bone dowel takes place. 
Claim 4 (canceled) 

5. (Re-presented as claim 35) 

6. (Re-presented as claim 36) 
Claims 7- 13 (canceled) 

14. (currently amended) A device for distracting vert e bra e bone segments in a human 
spine bone column in preparation for; machining, tooling, j oining, stabilizing or 
repositioning on e or mor e v e rt e bra e bone segments with respect to another v e rtebra, a 
disc spac e , an implant, or oth e r bon e /disc r e plac e m e nt mat e ria l the bone column to 
facilitate implantation of a threaded bone dowel comprising: 

(a) one or more cam action spread e r distractors , serving to distract and/or align the 
v e rt e bral e ndplat e s, bone segments, 

(b) a flange, which attaches to the v e rt e bra e bone segments or is held by the said 
spr e ad e rs distractors which may b e guided and/or supported by the flange cam action 
spr e ad e rs using flange set-screw clamps , 

(c) a tube an attachm e nt which conn e cts te engages the flange to guide tooling of the 
v e rt e bra e, bone segments. 

15 (currently amended) The device of claim 14 wherein the flange is attached to the 
v e rt e bra e bone segments with screws, pins, bonding ag e nt or oth e r bon e attachm e nt 
means . 

Claim 16-25 (canceled) 

26. (currently amended) The device of claim 14 whereas notches grooves or oth e r 
modifications to in the said spr e ad e rs distractors er and the_flange s e ctions allow or assist 
in uniform distraction or alt e ration of spinal alignm e nt the bone segments . 
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Claims 27- 34 (canceled). 

Claim 35. (re-presented and amended - formerly dependent claim 5) The device of claim 
-t 14, wherein the said spreader distractor is flat, curv e d , paddle shaped or of other 
Cf geom e try to accommodate spina l bone segment geometry, in preparation for vertebral to 

1 facilitate bone machining and/or tooling for implantation. 

Claim 36. (re-presented and amended - formerly dependent claim 6) The device of claim 
4- 14, wherein the said s pr e ad e r distractor has sharp knife edges or ends to facilitate 
passage of a portion of the device into the spin e between the bone segments . 
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